Introduction {#sec1-1}
============

Informed consent is an important ethical and clinical part of patient\'s care, and has legal, juridical, and medical requirements in all countries including Iran. According to the law, treating a patient without their consent is considered assault and battery.\[[@ref1]\] Informed consent is a series of activities which would be applied for sharing information, making decisions, retention of information, and answering patient\'s questions regarding their treatment and care.\[[@ref1][@ref2][@ref3]\]

Students must learn many academic and practical skills such as making effective professional communication, team work, and providing services for the patients based on the principles of professional ethics.\[[@ref4]\] Considering the standards of care, such as understanding the principles of professional ethics, of which taking informed consent is considered as one of the most important ethical and legal principles, is of significant importance and has been extensively emphasized in scientific references of obstetrics and gynecology.\[[@ref5]\] Recently, in the standard health care plan of the joint commission of Medicare, the method of declaration or speak up has been used, and one of the inventions of the University of California is designing the PREPARED checklist, where each letter of the name refers to a specific action that is a part of the informed consent process.\[[@ref5]\] Previous studies have shown that executing this educational model would improve the process of taking informed consent, and 80% of the health providing organizations which participated in this project have evaluated this educational program as good or excellent.\[[@ref6][@ref7]\]

Considering the emphasis on distributing professional ethical culture as a principle in the documents of comprehensive scientific map of the country and presenting the modern package of healthcare reform by ministry of health and medical educations,\[[@ref8]\] ethical professionalism, including taking informed consent, must clearly be taught to the students and evaluated.\[[@ref9]\] Some of the professors do not have the sufficient knowledge and skill for teaching subjects, for which they need specific educational courses.\[[@ref10]\] In addition, there are few data about students\' experiences, comfort, and access to such trainings.\[[@ref11]\] The effectiveness of the process of taking informed consent has not been well realized and studied.\[[@ref12]\]

Based on the results of previous studies which indicate students\' lack of knowledge about taking informed consent from patients, which is a legal and ethical action, and not conducting it would not only harm the patient but can also have consequences in prosecution and other undesirable results, it seems that previous methods has not been appropriate; using a simple, modern, applicable, and integrated method for training students is necessary. This study was conducted to determine the effect of training the modern pattern of PREPARED on the skill of obtaining informed consent among midwifery students.

Materials and Methods {#sec1-2}
=====================

This interventional study was conducted in the nursing and midwifery faculty of Shahid Sadoughi University. From 38 5^th^ semester bachelor midwifery students, 37 met the inclusion criteria (being a student of the 5^th^ semester for bachelor of nursing and midwifery at Shahid Sadoughi University of Yazd, not being a guest or transfer student, having passed the theoretical courses on pregnancy and delivery at nursing and midwifery faculty of Shahid Sadoughi University, and having practiced at clinical skills center of nursing and midwifery faculty of Shahid Sadoughi University with relevant professors) who were selected through census method. Data were collected through a two-part questionnaire including personal information and the PREPARED questionnaire (Berk 2012);\[[@ref5]\] its translated version published by Golban publications was used. Qualitative face validity of the checklist was first evaluated through a pilot study on midwifery students of different semesters who did not participate in the main study, and the level of difficulty, ambiguity, and relevance to the subject of the study for all the 8 items of the checklist were defined as appropriate and comprehensible. Then, its content validity index was defined by 6 professors of nursing and midwifery faculty to be content validity index (CVI) = 0.93 and its correlation coefficient was *r* = 0.88. Then, after training the members of the research team and conducting the necessary coordination regarding the method of completing the checklist, the checklist was completed for all the 37 students who participated in the study imperceptibly regarding their level of conformity. After a 60-minute training, the PREPARED model was taught to the students through speech and PowerPoint presentation by the main researcher. Four weeks after the training, the checklist was completed again at the same time by the researchers at delivery room to evaluate participants\' level of conformity. Scoring was based on a 4-point scale, where 1 was equal to nonconformity, 2 was low conformity, 3 was medium conformity, and 4 was complete conformity.

The lowest possible score was 8 and the highest was 32. Because of imperceptible evaluation, informed consent was gained from the students after the study. Data analysis was conducted through descriptive and inferential statistics such as paired *t*-test. The level of statistical significance was set at 0.05.

Ethical considerations {#sec2-1}
----------------------

All participants were made alert of the purposes of the study, and their complete informed consent was gotten based on the Ethics Committee of Shahid Sadoughi University of Medical Sciences (ir.ssu.rec. 1394.159).

Results {#sec1-3}
=======

The mean and standard deviation of students\' age was 21 (0.3) years. The mean of total grade point average of the students was 15.72. The mean score of theoretical courses about pregnancy and delivery was 17 (2.3). A total of 24.3% of the students were married, 78% were highly interested in the major of midwifery, and 73% of them were highly passionate about delivery and pregnancy courses. The lowest mean scores before the training belonged to lateral methods (1.0000) and treatment costs (1.0000). After training, the highest mean score belonged to treatment plan (3.5405 (0.69100)). The mean scores of students before and after training were 9.1250 (2.00607) and 30.6824 (5.25352), respectively, and the difference between them was statistically significant according to paired *t*-test (*P* = 0.001) \[[Table 1](#T1){ref-type="table"}\].
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Discussion {#sec1-4}
==========

In the present study, the lowest score of students before the training belonged to mentioning lateral methods and treatment costs, followed by treatments\' expectations and risks. In this regard, in a study, only 60% of the patients realized the aim and nature of the informed consent process, and 55% were able to mention one of the risks or side effects of the treatment.\[[@ref13]\] In another study, the lowest level of awareness belonged to patient\'s knowledge about the advantages and disadvantages of lateral therapeutic methods.\[[@ref14]\]

In most of the previous studies, informing patients about lateral therapeutic methods was one of the unmentioned items in obtaining informed consent; these results are similar to the results of the present study. Not mentioning the costs of treatment had the lowest score in the present study, which despite its importance, has not been mentioned in any of the other studies. It seems that the differences in the gained scores between the present study and other similar studies could be due to effective variables on taking consent such as patients\' educational level, the time of taking the consent, the person who takes the consent, and other factors relevant to taking consent. The process and methods of taking informed consent should fundamentally change based on spatial and temporal conditions and patients\' educational level.\[[@ref14]\]

Although ethics lesson plan exists in almost all medical educational programs around the world, its contents and presentation methods have not been clearly discussed.\[[@ref15]\] In a study, only 5% of the residents reported talking to patients about the 5 main parts of informed consent.\[[@ref3]\] In another study, most of the residents mentioned that they were not prepared to talk about the risks of processes such as draining the cerebrospinal fluid.\[[@ref11]\]

It seems that informed consent form rarely contains all the key points, advantages, therapeutic processes, risks, possible consequences, and alternative therapies.\[[@ref3]\] Hence, it is considered to use one comprehensive consent form which, while being brief, contains all the key points and is simple and comprehensible. Interventions that constantly improve the necessary knowledge and skills for taking informed consent must widely be used and promoted.\[[@ref2]\]

Audiovisual interventions by themselves or along with other methods such as written forms, internet, CDs, video recordings or verbal speaking could be helpful.\[[@ref16]\] One simple consent form would cause less fear in patients and could be understood by them more easily. In this regard in a study two consent forms of Southwestern Oncology Group (SWOG) and Louisiana State University (LSU) were used. Participants preferred the LSU form to the SWOG form and believed that it was simpler to understand.\[[@ref17]\]

This study tried to evaluate the effect of PREPARED checklist, which was applicable and practical for all the receivers of consent forms and did not have problems inherent in other forms such as being long, not being able to recall all the important points of the consent, and being difficult in use for all the patients, nurses, and students. Results of the present study indicated the effect of the educational intervention using PREPARED checklist, and it was revealed that this method could easily be used by the students. Among the items of the PREPARED checklist, the highest score after the intervention belonged to conformity to treatment plan. Because no relative Iranian studies were available on this subject, the present results would be compared with the results of foreign studies.

In a study the effectiveness of PREPARED model was approved and it was recommended that wide use of similar interventions could be families, health care providers, and patients.\[[@ref6]\] In a study, an innovative educational tool which was named speaking book was used for the intervention group. Comparing the level of awareness between the intervention and the control group revealed that the participants of the intervention group were more aware about the content of the consent from.\[[@ref18]\] In another study which studied obtaining informed consent before surgery, one group received verbal trainings whereas the other group received pamphlets along with verbal trainings. Result showed that educational intervention, regardless of age, sex, and educational level, would improve information recall.\[[@ref19]\] In another study, group educational intervention before surgical consultation was able to significantly improve the quality of decision making for selecting treatment and informed consent compared to the usual trainings before surgery.\[[@ref20]\]

Studying related researches to training students showed that, in an interventional study which was conducted among two groups of students, the group that received communicational skills training at the end of the course had higher recall of information for taking informed consent.\[[@ref21]\] One study used skills-based training for interns for taking informed consent, which resulted in statistically significant difference in the method of taking informed consent and also the total knowledge about the content of informed consent after training.\[[@ref15]\]

In general, it could be stated that according to all the conducted studies, effective interventions and different interventional and educational methods could improve the skills for taking informed consent, which is in line with the results of the present study. It appears that training has an undeniable role in improving the process of taking informed consent and new, easy to use, with more capacity for learning methods should be used to train students who are responsible for taking informed consent from patients. It appears that PREPARED model has all of these characteristics.

One of the limitations for this study could have been students\' absence during pre-intervention and post-intervention duration; however, in the present study no student was absent.

Conclusions {#sec1-5}
===========

It seems that the modern model of PREPARED, which is designed based on new scientifically validated sources, could be used as a standard, low cost, effective, and simple method; because it does not need any specific training equipment, it could be used in midwifery, other medical majors, private practices, local regions, and internationally. It is recommended to evaluate the comprehensibility of this checklist by patients in further studies.
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